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Status 

1 )|EI Responsive to communication(s) filed on 06 December 2006 , 
2a)\3 This action is FINAL. 2b)S This action is non-final. 

3) 0 Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-14.19,21 and 32-39 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) IEI Claim(s) 1-14,19,21 and 32-39 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner 

10) D The drawing(s) filed on is/are: a)n accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) 0 The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 
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1 Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 
Election/Restrictions 

Jn response to the election/restriction requirement mailed on 10/1 1/06, the Applicant has 
amended claims to overcome the restriction requirement set forth between the method and 
apparatus claims. The sets of method and apparatus claims are now considered coexistent, 
therefore, the election/restriction requirement mails on 10/1 1/06 is herby withdrawn. Therefore, 
all pending claims, 1-14,19,21, and 32-39 would be examined in this office action. 

Allowable Subject Matter 

The indicated allowability of claims 1-14,32-35,21,36, and 37 is withdrawn because after 
re-consideration, the indicated allowable subject matter is considered readable on the newly 
discovered reference(s) to 2005/0150489 Al , The Examiner apologizes for the inconvenience. 
Rejections based on the newly cited reference(s) follow. 

Claim Rejections -35 use §102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in a patent granted on an application for patent by another 
filed in the United States before the invention thereof by the applicant for patent, or on an 
international application by another who has fulfilled the requirements of paragraphs (1), 
(2), and (4) of section 371(c) of this title before the invention thereof by the applicant for 
patent. 

The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act 
of 1999 (AIPA) and the Intellectual Property and High Technology Technical Amendments Act 
of 2002 do not apply when the reference is a U.S. patent resulting directly or indirectly from an 
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international application filed before November 29, 2000. Therefore, the prior art date of the 
reference is determined under 35 U.S.C. 102(e) prior to the amendment by the AIPA (pre-AIPA 
35 U.S.C. 102(e)). 

Claims 1-14, and 32-35 are rejected under 35 U.S-C. 102(e) as being anticipated by 
Tyvoll et al. US 2004/0163641 Al. 

The applied reference has a common assignee with the instant application. Based upon 
the earlier effective U.S. fiHng date of the reference, it constitutes prior art under 35 U.S.C. 
102(e). This rejection under 35 U.S.C. 102(e) might be overcome either by a showing under 37 
CFR 1.132 that any invention disclosed but not claimed in the reference was derived from the 
inventor of this application and is thus not the invention "by another," or by an appropriate 
showing under 3 7 CFR 1.131. 

As to claim 1, Tyvoll in figures 1-7 discloses a medicament dispenser comprising a fluid 
medicament supply (28/36), an ejector (24/1 14), an accumulator (40) in fluid communication 
with the ejector, a valve (26/126) in fluid communication with the fluid medicament supply and 
the aQCumulator, a sensor (18/88) configured to sense an accumulator characteristic, and a 
controller (12) configured to operate the valve in response to the accumulator characteristic. 

As to claim 2, Tyvoll discloses where the sensor is configured to sense fluid pressure 
with the accumulator (pages 3 and 4, paragraph 36). 

. As to claim 3, Tyvoll discloses where the sensor is configured to sense volume defined 
by the accumulator (pages 3 and 4, paragraph 36). 

As to claim 4, Tyvoll discloses wherein the sensor is fluidically coupled to the 
accumulator (see fig.l). 
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As to claim 5, TyvoU teaches where the sensor is configured to sense pressure adjacent 
the ejector (pages 3 and 4, paragraphs 36 and 39, and page 5, paragraphs 51,52,55, and 56). 

^ As to claim 6, Tyvoll discloses a compliant member (page 4, paragraph 36, and page 5, 
paragraph 53) that regulates pressure within the accumulator 

As to claim 7, Tyvoll teaches wherein the compliant member is configured to regulate 
pressure by deforming elastically in response to changes in the accumulator (page 4, paragraphs 
36 and 39, and page 5, paragraphs 51,52,55, and 56).. 

As to claim 8, Tyvoll teaches wherein the compliant member is configured to regulate 
negative accumulator pressure (page 5, paragraph 54). 

As to claim 9, Tyvoll teaches wherein the sensor is coupled to the compliant member to 
sense,.the accumulator volume (page 4, paragraphs 36 and 39, and page 5, paragraphs 51,52,55, 
and 56), 

As to claims 10 and 11, Tyvoll lacks wherein the valve includes a micro valve, and 
wherein the micro valve includes an electrostatic actuator, magnetic actuator, or a piezoelectric 
actuator. However, the Applicant has not established why a particular type of valve is critical to 
the invention in terms of providing a specific function and solving a stated problem. 
Furthermore, one of ordinary skill in the art would consider Applicant's invention to perform 
equally well with the valve taught by Tyvoll because the ability of the valve to control fluid 
movement would not be affected by the type of valve. Therefore, it would have been an obvious 
matter of design choice to modify Tyvoll to obtain the invention as specified in claims 10 and 1 1 . 

As to claim 12, Tyvoll teaches a display (20/52) configured to provide information to a 
user of the dispenser. 
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As to claim 13, Tyvoll teaches wherein the information includes the number of does of 
medicament remaining the dispenser (page 2, paragraph 23). 

As to claim 14, Tyvoll lacks wherein the information includes an indication to replace 
the fluid medicament supply, however, Tyvoll teaches a controlled ejection of a fluid-based 
solute medicament includes determining an indication of a characteristic of the medicament in 
at least one ejection chamber, and ejecting the medicament from the at least one ejection 
chamber based on the determined indication (see page 1 , paragraph 4). Therefore, it would 
have been obvious to one of ordinary skill in the art to use the sensor and controller of Tyvoll's 
device to provide an indication signal suggesting to replace the fluid medicament supply - 
because Tyvoll's device is capable of determining an indication of a characteristic (i.e. supply 
being empty) of the medicament in at least one ejection chamber. 

As to claim 32, Tyvoll in figure 1-7 discloses an inhaler comprising a fluid medicament 
supply means (28/36); an ejector means (24/1 14); an accumulator means (40) in fluid 
communication with the ejector means; a valve means (26/126) in fluid communication with the 
fluid medicament supply means and the accumulator means. 

As to claim 33, Tyvoll teaches a sensing means (1 8/88) configured to sense a 
characteristic of the accumulator means and a controller means (12) configured to operate the 
valve means in response to the sense accumulator characteristic, 

^ As to claim 34, Tyvoll teaches wherein the compliant member is a resilient member 
(page 4, paragraphs 36 and 39, and page 5, paragraphs 51,52,55, and 56). 
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As to claim 35, Tyvoil teaches wherein the controller is configured to operate the valve 
to increase the pressure adjacent the ejector (pages 3 and 4, paragraphs 36 and 39, and page 5, 
paragraphs 51,52,55, and 56). 

Claim Rejections - 35 USC §103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co,, 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

" Claims 19,21, and 36-39rejected under 35 U.S.C. 103(a) as being unpatentable over 
Tyvoll et al. US 2004/0163641 Al. 

As to claims 19,21, and 36-39, Tyvoll lacks a detailed description of the claimed steps, 
however discloses structural limitations required to perform the method steps (see above 
rejection cited for claims 1-14,34, and 35). Thus, the method steps as cited in claims 19,21, and 
36-39) would have been obvious result of using the dispenser of Tyvoll. 
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Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection 
is appropriate where the conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference claim(s) because the examined 
application claim is either anticipated by, or would have been obvious over, the reference 
claim(s). See, e.g.. In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .32 1 (c) or 1 .32 1 (d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(bj, 



Claims 1,6,32 are provisionally rejected on the ground of nonstatutory obviousness- 
type double patenting as being unpatentable over claims 1-4 of copending Application No. 
10/777,449. Although the conflicting claims are not identical, they are not patentably 
distinct from each other because: 

The limitation of instant claim 1 can be found in the copending application claims 1 and 
2. The difference between the copending application claim 1 and the instant claim 1 is that the 
copending claims 1 lacks the limitation of a valve, an accumulator, and a sensor of the instant 
claim 1 (see lines 4-7 of the instant claim 1), however, the limitation of a valve, an acuumulator, 
and a sensor are found in the copending application claim 2. 



The limitation of instant claim 2 can be found in the copending application claim 3. 
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The limitation of instant claim 6 can be found in the copending appUcatiori claim 4. 

The limitation of instant claim 32 can be found in the copending application claims 1 and 
2. The difference between the copending application claim 1 and the instant claim 32 is that the 
copending claims 1 lacks the limitation of a valve, an accumulator, and a sensor of the instant 
claim 32 (see lines 4-7 of the instant claim 1), however, the limitation of a valve, an accumulator, 
and a sensor are found in the copending application claim 2, 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 

Information Disclosure Statement 

Applicant is requested to submit a copy of each of the foreign document cited in the 
Information Disclosure Statement filed on 7/25/05. 
• Conclusion 

The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. Dunfield et al (US 2005/0150489 Al) is cited to tech a dispensing medicament with 
flow control means. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Shumaya B. Ali whose telephone number is 571-272-6088. The 
examiner can normally be reached on M-W-F 8:30am-5:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Justine Yu can be reached on 571-272-4835. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
AppHcation Information Retrieval (PAIR) system. Status information for pubHshed applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 





JUSTINE R.YU 
SUPERVISORY PATENT EXAMINER 
TECHNOLOGY CENTER 3700 




